EXPRESS MAIL LABEL NO.: EV980040306US 
DATE: December 5, 2007 



TRANSMITTAL LETTER TO THE UNITED STATES 
DESIGNATED/ELECTED OFFICE (DO/EO/US) 
CONCERNING A SUBMISSION UNDER 35 U.S.C. 371 


ATTORNEY'S DOCKET NUMBER 
TEVNHC 3.3-066 


U.S. APPLICATION NO. (if known, see 37 CFR 1.5) 
10/594,881 


IMTERNATIONAL APPLICATION NO. 1 INTERNATIONAL FILING DATE 
PCT/US2005/017292 | 17 May 2005 


PRIORITY DATE CLAIMED 

17 May 2004 


TITLE OF INVENTION 

HEAT STERILIZATION OF GLUCOCORTICOSTEROIDS 


APPLICANT(S) FOR DO/EO/US 

Adrian Ashley, Paul Lamb, Donald Mac Donald, John Miller, Martin J. Oliver, and Mathew Pollard 



Applicant herewith submits to the United States Designated/Elected Office (DO/EO/US) the following items and other information: 

1. | j This is a FIRST submission of items conceming a submission under 35 U.S.C. 371. 

2. | X I This is a SECOND or SUBSEQUENT submission of items conceming a submission under 35 U.S.C. 371. 

3 I n This is an express request to begin national examination procedures (35 U.S.C. 371(0). The submission must 
' ' include items (5). (6). (9) and (21) indicated below. 

4. | I The US has been elected (Article 31). 

5. | I A copy of the International Application as filed (35 U.S.C. 371 (c)(2)) 

a. | I is attached hereto (required only if not communicated by the International Bureau). , 

b. | [ has been communicated by the International Bureau. 

c. | I Is ncH: required, as the application was filed in the United States Receiving Office (RO/US). ;~ 
6. 1 I An English language translation of the international Application as filed (35 U.S.C. 371(c)(2)). 

a. | I Is attached hereto. 

b. | I has been previously submitted under 35 U.S.C. 154(d)(4). 
7. 1 I Amendments to the claims of the Intemationat Application under PCT Article 19 (35 U.S.C. 371(c)(3)) 

a. | I are attached hereto (required only if not communicated by the International Bureau). 

b. [ I have been communicated by the Intemational Bureau. 



<?1 



c. | I have not been made; however, the time limit for making such amendments has NOT expired. 

d. [ I have not been made and will not be made. 

8. | I An English language translation of the amendments to the claims under PCT Article 19 (35 U.S.C. 371(c)(3)). ^ 

9. |~x~| An oath or declaration of the inventor(s) (35 U.S.C. 371(c)(4)). (6-Executed) 

10 I I An English language translation of the annexes of the International Preliminary Examination Report under PCT 
' ' Article 36 (35 U.S.C. 371(c)(5)). 

Items 11 to 20 below concern document(s) or information included: 
II. I I An Infonnation Disclosure Statement under 37 CFR 1.97 and 1.98. 

I2. [ I An assignment document for recording. A separate cover sheet in compliance vwith 37 CFR 3.28 and 3.31 is included. 
13. 1 I A preliminary amendment. 

14. | X I An Application Data Sheet under 37 CFR 1.76. Supplemental 

15. | I A substitute specification. 

1 6. 1 I A power of attorney and/or change of address letter. 

17. | I A computer-readable form of the sequence listing in accordance with PCT Rule 13fer.2 and 37 CFR 1.821 - 1.825. 

18. | I A second copy of the published Intemational Application under 35 U.S.C. 154(d)(4). 

19. | I A second copy of the English language translation of the intemationat application under 35 U.S.C. 154(d)(4). 



Under the Paperwot1< Reduction Act of 1995. no persons are lequired 



PTO-1390 (Rev. 09-2007) 
Approved for use through 03/31/2007. OMB 0651-0021 
U. S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
to respond to a collection of infonnatlon uriless it displays a valid OMB control number. 



20. fxl Other items or information: Copy of Notification Of Missing Requirements Under 35 U.S.C. 371 In The United 
^ States Designated/Elected Office (DO/EO/US), Petition For Extension Of Time (4 mo.), 

Retum Receipt Postcard 



The following fees have been submitted 
21 . Basic national fee (37 CFR 1 .492(a)) $310 



CALCULATIONS 



PTO USE ONLY 



22. Examination fee (37 CFR 1 .492(c)) 

if the written opinion prepared by IS/\/US or the international preliminary examination report 

prepared by IPEAAJS indicates all claims satisfy provisions of PCT Article 33(1 H4) $0 

All otfier situations $210 



23. Q Search fee (37 CFR 1 .492(b)) 

If the written opinion of the ISA/US or the international preliminary examination report prepared by 
IPEA/US indicates all claims satisfy provisions of PCT Article 33(1)^4) $0 

Search fee (37 CFR 1.445(aX2)) has been paid on the international application to the USPTO as an 
Intemational Searching Authority $100 

International Search Report prepared 1^ an ISA other than the US and provided to the Office or 

previously communicated to the US by the IB $410 

All other situations $510 



TOTAL OF 21. 22 and 23 = 



□ 



Additional fee for specification and drawings filed In paper over 100 sheets (excluding 
sequence listing in compliance with 37 CFR 1 .821 (c) or (e) or in an etec' 
computer program listing in an electronic medium) (37 CFR 1 .492(j)). 

The fee is $260 for each additional 50 sheets of paper or fraction thereof. 



NUMBER FILED 



NUMBER EXTRA 



MULTIPLE DEPENDENT CLAiM(S) (if applicable) 



TOTAL OF ABOVE CALCULATIONS o : 



I Applicant claims small entity status. See 37 CFR 1.27. Fees above are reduced by Vi. 



SUBTOTAL- : 



TOTAL NATIONAL FEE a : 



must be accompanied 



TOTAL FEES ENCLOSED ° 
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PTO-1390 (Rev. 09-2007) 
Apptwed for use through 03/31/2007. 0MB 0651-0021 
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a | I A check in the amount of $ to cover the above fees is enclosed. 

b. | X I Please charge my Deposit Account No. 12-1095 in the amount of $ 130.00 to cover the above fees. 

A duplicate copy of this sheet is enclosed. 

C- 1 X I The Commissioner is hereby authorized to charge any additional fees which may be required, or credit any overpayment to Deposit 

Account No. 12-1095 . A duplicate copy of this sheet is enclosed. 

(] I I Fees are to be charged to a credit card. WARNING: Infomiation on this form may become public. Credit card Information should 
' ' ' not be included on this form. Provide credit card information and authorization on PTO-2038. The PTO-2038 should only be 

mailed or faxed to the USPTO. However, when paying the basic national fee, the PTO-2038 may NOT be faxed to the USPTO. 

ADVISORY: If filing by EFS-Web. do NOT attach the PTO-2038 fomn as a PDF along with your EFS-Web submission. Please 
be advised that this is not recommended and by doing so your credit card Information may be displayed via PAiR. To 
protect your infomnation, it is recommended paying fees online by usirtg the electronic payment method. 



NOTE: Where an appropriate Ume limit under 37 CFR 1.495 has not been met. a petition to revive (37 CFR 1.137(a) or (b)) must be 
filed and granted to restore the International Application to pending status. 



SEND ALL CORRESPONDENCE TO: 




Shawn P. Foley 



UMAE 

CUSTOMER NUMBER: 000530 

33.071 

REGISTf^TION NUMBER 
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EXPRESS MAIL LABEL NO.: EV980040306US 
DATE: December 5. 2007 



TRANSMITTAL LETTER TO THE UNITED STATES 
DESIGNATED/ELECTED OFFICE (DO/EOAJS) 
CONCERNING A SUBMISSION UNDER 35 U.S.C. 371 


ATTORNEY'S DOCKET NUMBER 
TEVNHC 3.3-066 


U.S. APPLICATION NO. (If known, see 37 CFR 1.5) 
10/594.861 


INTERNATIONAL APPLICATION NO. 1 INTERNATIONAL FILING DATE 
PCT/US2005/017292 I 17Mav2005 


PRIORITY DATE CLAIMED 
17 May 2004 


TITLE OF INVENTION 

HEAT STERILIZATION OF GLUCOCORTICOSTEROIDS 



APPLICANT(S) FOR DO/EOAJS 
Adrian Ashley. Paul Lamb. Donald Mac Donald. John Miller. Martin J. Oliver, and Mathew Pollard 



Applicant herewith submits to the United States Designated/Elected Office (DO/EO/US) the following items and o 

1. | I This is a FIRST submission of items conceming a submission under 35 U.S.C. 371. 

2. [ X I This is a SECOND or SUBSEQUENT submission of Items conceming a submission under 35 U.S.C. 371. 

3 I I This is an express request to begin national examination procedures (35 U.S.C. 371(0). The submission must 
■ ' include items (5), (6), (9) and (21) Indicated below. 

4. | I The US has been elected (/Article 31). 

5. | I A copy of the International /Application as filed (35 U.S.C. 371 (c)(2)) 

a. is attached hereto (required only If not communicated by the International Bureau). 

b. | I has been communicated by the International Bureau. 

c. | I Is not required, as the application was filed in the United States Receiving Office (RO/US). 

6. | I An English language translation of the International /^plication as filed (35 U.S.C. 371(c)(2)). 

a. I I is attached hereto. 

b. | I has been previously submitted under 35 U.S.C. 154(d)(4). 

7. | I Amendments to the claims of the International /Application under PCT Article 19 (35 U.S.C. 371(cX3)) 

a. I I are attached hereto (required only if not communicated by the International Bureau). 

b. | I have been communicated by the International Bureau. 

c. | I have not been made; however, ttie time limit for making such amendments has NOT expired. 

d. | I have not been made and will not be made. 

8- 1 I An English language translation of the amendments to the claims under PCT Article 19 (35 U.S.C. 371(cX3)). 
g. firi An oath or declaration of the inventor(s) (35 U.S.C. 371 (c)(4)). (6-Execuled) 

0 I I An English language translation of the annexes of tiie International Preliminary Examination Report under PCT 
' Article 36 (35 U.S.C. 371 (CMS)). 

Items 11 to 20 below concern document(s) or information included: 
1. | I An Infomiation Disclosure Statement under 37 CFR 1.97 and 1.98. 

12. | I An assignment document for recording. A separate cover sheet in compflance with 37 CFR 3.28 and 3.31 is included. 

13. | I A preliminary amendmenL 

14. [T] An Application Data Sheet under 37 CFR 1.76. Supplemental 

15. | I A substitute spedlicaflon. 

1 6. 1 I A power of attorney and/or change of address letter. 

17. | I A oomputer^Badable fonn of the sequence listing in accordance with PCT Rule 13fBr.2 and 37 CFR 1.821 - 1.825. 

18. | I A second copy of the published Intemational /Application under 35 U.S.C. 154(d)(4). 

19-1 I A second copy of tiie English language translation of the international application under 35 U.S.C. 1 54(d)(4). 



Under the Paperwoii^ Reduction Act of 1 995, no persons are required to respond to a collection of information 



PTO-1390 (Rev. 09-2007) 
for use thiDugh 03/31/2007. OMB 0651-0021 
Office: U.S. DEPARTMENT OF COIMMERCE 
unless It displays a valid OMB control number. 



20.[x| 



Other items or informafion: 



O^y of Notification Of Missing Requirements Under 35 U.S.C. 371 In The United 
States Designated/Eiected Office (DO/EO/US), Petition For Extension Of Time (4 mo.). 
Return Receipt Postcard 



The fotlowing fees have been submitted 
21. Basic national fee (37 CFR 1.492(a)) $310 



CALCULATIONS 



PTC USE ONLY 



22. Q Examination fee (37 CFR 1 .492(c)) 

If the written opinion prepared by IS/VUS or ttie International prellmlnaiy examination report 

prepared by IPE/VUS Indicates all claims satisly provisions of PCT Article 33(1 )K4) $0 

All other situations $210 



23. Q Search fee (37 CFR 1 .492(b)) 

if the written opinion of the ISA/US or the international preliminary exannination report prepared by 
IPEA/US Indicates all claims satisfy provisions of PCT Micte 33(1 H4) $0 

Search fee (37 CFR 1.445(aK2)) has been paid on the intemational application to the USPTO as an 
Intemational Searching Authority $100 

Intemational Search Report prepared by an ISA other than the US and provided to the Office or 

previously communicated to the US by the IB $410 

All other situations $510 



TOTAL OF 21, 22 and 23 o 



□ 



Additional fee for specification and drawings filed in paper over 100 sheets (excluding 
sequence listing In compliance with 37 CFR 1 .821 (c) or (e) or In an electronic medium or 
computer program listing in an electronic medium) (37 CFR 1.4920)). 

The fee Is $260 for each additional 50 sheets of paper or fraction thereof. 



NUMBER RLED 



NUMBER EXTRA 



independent elalma 



MULTIPLE DEPENDENT CLAIM(S) (If applicable) 



TOTAL OF ABOVE CALCULATIONS - 



[ Applicant claims small entity status. See 37 CFR 1.27. Fees above are reduced by <A 



SUBTOTAL- 

ir than 30 months from the earliest 



TOTAL NATIONAL FEE = 



St tie accompanied 



TOTAL FEES ENCLOSED ° 



Amount to be 
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COPY> 



Under me Papeiwofk 



PTO-1390 (Rev. 09-2007) 
for use through 03/31/2007. OMB 0651-0021 
Office: U.S. DEPARTMENT OF COMMERCE 
ition unless it displays a valid OMB control number. 



a- l I A check in the amount of $ 
brx^'Bleaseicham 



to cover the above fees is enclosed. 
2^,1095 In the amount of $ 130.00 - 



~to cover the above feeis^^ 



■s which may berequired. or.oedit any overpayment to Deposits 



I not be included on this form. Provide credit card infbnnation and authorization on PTC)-2038. The PTO-2038 should only be 
mailed or toced to the USPTO. However, when paying the basic national fee. the PTO-2038 may NOT be faxed to the USPTO. 

ADVISORY: tf filing by EFS-Web. do NOT attach the PtO-2038 fonn as a PDF along with your EFS-Web submission. Please 
be advised that this is not recommended and by doing so your credit card information may be displayed via PAIR. To 
protect your information, it is recommended paying fees online by using the electronic payment method. 

NOTE: Where an appropriate time limit under 37 CFR 1.495 has not been met. a petition to revhw (37 CFR 1.137(a) or (b)) must be 
filed and granted to restore the International Application to pending status. 



SEND ALL CORRESPONDENCE TO: 



CUSTOMER NUMBER: 000530 



Shawn P. Foley 



r 



REGISTRATION NUMBER 
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